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510(k) SUM IARY

DENTSPLY International
Susquehanna Commerce Center West

221 West Philadelphia Street, Suite 60
York, PA 17405-0872

CONTACT: Helen L.,ewis

DATE PREPARED: June 2, 2006

TRADE OR PROPRIETARY NAME: ECLIPSE® WAX REMOVER

CLASS IFICATION NAME: Denturt! relining, repairing, or rebasing resin,

872.3760

PREDICATE DEVICES: Tmubytc® Denture Base Resin System, K0I 1560

DEVICE DESCRIPTION:

The ECLIPSE® WAX REMOVER is an accessory to the Trubyte® Denture Base Resin System
(Ecl(,ipse® Prosthetic Resin System). It facilitates th:- effective removal of wax from cured
Eclipse®k resin substructures and promotes adhesion to other acrylic resins.

INTENDED USE:

The ECLIPSE® WAX REMOVER is used as an accessory to Eclipse®g Prosthetic Resin System
to remove wax and aid in adhesion to other acrylic itsins in (1) the fabrication of dentures,
appliances, and prostheses; (2) repair of dentures, al!pliaflces, and prostheses; and (3) relining of
denture surfaces.

TECHNOLOGICAL CHARACTERISTICS:

All of the components found in ECLIPSE® WALX REMOVER have been used in legally
marketed devices and/or were found safe for dental use. ECLIPSE® WAX REMOVER has
been evaluated and passed biocompatibility testing F or cytotoxicity.

We believe that the prior use of the components off ECLIPSE® WAX REMOVER in legally
mnarketed devices, the performance data provided, ar id the biocompatibility data provided support
the safety and effectiveness of the ECLIPSE® WA}( REMOVER for the indicated use.

I'rcmnarkcrNotificai~on ECLIPSE© WAX REM( IV] CR



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

JUL 2 8 206Rockville MD 20850

DENTSPLY International. Incorporated
Ms. H-elen Lewis
Director of Corporate Compliance & Regulatory Affairs
1)entsply prosthetics
Susquehanna Commerce Center West
221I West Philadelphia Street, Suite 60
York. Pennsylvania 17405-0872

R e: K061580
Tr ade/Device Namne: LCLIPSECR WAX REMOVER
Regu'Llation Num~lber: 872.3760
lReguilation Name: Denture Rdc ning. Repairi-ng, or Rebasi ng, Resinl
Reg'LIulatory('lass: II
IProdLIct (Code: FI R
I )aIted J: II a e 2006
Rcc~i\xed : . tne 7. 2006

lDear- Ms. I ew~is:

We have% reIe\wed you r- Section 51I 0(1k) premnarket notifIication o I intent to market the dcv icc
re lerenced above and have determined the device is su~bstantially' equiva1Clet (for1 the

ind ications for use stated in the enclosure) to le-zalk in arketed predicate dev ices mnarketed In
interstate corn mleree prlior to MNI av 2. 1 976. the enactment date of'the M~edical Dev ice
Amecidnd ents, or to dev ices that have been reclassi fled in accordance \\vith the flo\ isions ot
the Federal IFtci- )dug and Cosmetic Act (Act) that do not req uire up1 pro 0%a I oF a pi-remarket

Ipr\a application ( NMi.Y onim there fore- market tedev ice, subhject t h 'lC

controls pro i si ons of the Act. [hle aeneral controls prov0\isions ot the Act include

requirmentCIs or0 annualK reg~-istr-ation. listing- oFdC deice- good nanlUlacturinet pmicticc.
labeling,-' and prohibitions against mnisbranding and adulteration1.

If'\otir dev\ice is classified i.eC ahove) into either class~ 11 (Special ( ontrols) or class Ill
(PM'A). it mayM be subltject to such additional controls. 1~xistimng major reguLILlaionIs aflectIneI

your[ dievice canl beC Iotrud inl the ('ode of Federl ReguL~klations I ile 2'1.~ Parts 800 to 8(8. Iii
aIddition. II )A [lfla publish Furthe anoncmet coicerntngl Notir de\vice inl theC Federal



Page 2 -Mr. Lewis

Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements

of the Act or anyv Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration

and listings (21 CUR Part 807); labeling (21 CFR Part 801); good manufacturing practice

requirements as set forth in the quality systems (QS) regulation (21 ('FR Part 820): and if

applicable. the electronic product radiation control provisions (Sections 53 1-542 of the Act)

21 CUR 1000-1050.

This letter w\ill allow you to begin marketing your device as described in your Section 510 (k)

piremarket notification. The FDA finding of substantial equivalence of your device to a

legally marketed predicate device results in a classification for your device and thus. permits

yIourI device to proceed to the market.

If' yOU desire -specific adv ice for your device on ourI labeling- regtilation (2 1 CFR Part 80 1
please contact the Office of Compliance at (240) 276-011 5. Also, please note the regulation

entitled. "Nlisbrandinu- by reference to premnarket notifitcation" (2 1 CFIR Part 807.97). YOU

IrlJv o btain other necneeralI in lbrmati on on y ourI responsibili ties under the Act fr-om the
Di vision of Small MIanuthcturers. International and Consum~rer Assistance at its toll-lice

numI~ber (800) 638-2l041 or (30)O 443)-6597 or at its Internet address

SinIcerel yours.

Director
Di \i sion of Anesthesiology. General I-Iospital.

Inlbction Control aind Dental Devices

Office of' Dev ice Evalua~tion
(enter fbr Dev ices and

lRacioloa-icall I Icathr

Inc lo tire



INDICATIONS FOR USE

510(K) Number (if known): 6 /001 - 0

Device Name: ECLIPSE® WAX REMOVER

Indications for Use:

The ECLIPSE® WAX REMOVER is used as an accessory to Eclipse® Prosthetic Resin System

to remove wax and aid in adhesion to other acrylic resins in (1) the fabrication of dentures,

appliances, and prostheses; (2) repair of dentures, aipliances, and prostheses; and (3) relining of

denture surfaces.

Prescription Use X AND,'OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE.-CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Offi.e of Device Evaluation (ODE)

Anestheok~ogy Go.orai Hog,
,u Ionhot DeSntal O 1v)cos
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